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§812.5

human life and presents a potential for
serious risk to the health, safety, or
welfare of a subject;

(3) Is for a use of substantial impor-
tance in diagnosing, curing, miti-
gating, or treating disease, or other-
wise preventing impairment of human
health and presents a potential for se-
rious risk to the health, safety, or wel-
fare of a subject; or

(4) Otherwise presents a potential for
serious risk to the health, safety, or
welfare of a subject.

(n) Sponsor means a person who initi-
ates, but who does not actually con-
duct, the investigation, that is, the in-
vestigational device is administered,
dispensed, or used under the immediate
direction of another individual. A per-
son other than an individual that uses
one or more of its own employees to
conduct an investigation that it has
initiated is a sponsor, not a sponsor-in-
vestigator, and the employees are in-
vestigators.

(0) Sponsor-investigator means an indi-
vidual who both initiates and actually
conducts, alone or with others, an in-
vestigation, that is, under whose im-
mediate direction the investigational
device is administered, dispensed, or
used. The term does not include any
person other than an individual. The
obligations of a sponsor-investigator
under this part include those of an in-
vestigator and those of a sponsor.

(p) Subject means a human who par-
ticipates in an investigation, either as
an individual on whom or on whose
specimen an investigational device is
used or as a control. A subject may be
in normal health or may have a med-
ical condition or disease.

(q) Termination means a discontinu-
ance, by sponsor or by withdrawal of
IRB or FDA approval, of an investiga-
tion before completion.

(r) Transitional device means a device
subject to section 520(1) of the act, that
is, a device that FDA considered to be
a new drug or an antibiotic drug before
May 28, 1976.

(s) Unanticipated adverse device effect
means any serious adverse effect on
health or safety or any life-threatening
problem or death caused by, or associ-
ated with, a device, if that effect, prob-
lem, or death was not previously iden-
tified in nature, severity, or degree of
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incidence in the investigational plan or
application (including a supplementary
plan or application), or any other un-
anticipated serious problem associated
with a device that relates to the rights,
safety, or welfare of subjects.

[45 FR 3751, Jan. 18, 1980, as amended at 46
FR 8956, Jan. 27, 1981; 48 FR 15622, Apr. 12,
1983]

§812.5 Labeling of investigational de-
vices.

(a) Contents. An investigational de-
vice or its immediate package shall
bear a label with the following infor-
mation: the name and place of business
of the manufacturer, packer, or dis-
tributor (in accordance with §801.1),
the quantity of contents, if appro-
priate, and the following statement:
“CAUTION—Investigational device.
Limited by Federal (or United States)
law to investigational use.” The label
or other labeling shall describe all rel-
evant contraindications, hazards, ad-
verse effects, interfering substances or
devices, warnings, and precautions.

(b) Prohibitions. The labeling of an in-
vestigational device shall not bear any
statement that is false or misleading in
any particular and shall not represent
that the device is safe or effective for
the purposes for which it is being in-
vestigated.

(c) Animal research. An investiga-
tional device shipped solely for re-
search on or with laboratory animals
shall bear on its label the following
statement: ‘“‘CAUTION—Device for in-
vestigational use in laboratory animals
or other tests that do not involve
human subjects.”

(d) The appropriate FDA Center Di-
rector, according to the procedures set
forth in §801.128 or §809.11 of this chap-
ter, may grant an exception or alter-
native to the provisions in paragraphs
(a) and (c) of this section, to the extent
that these provisions are not explicitly
required by statute, for specified lots,
batches, or other units of a device that
are or will be included in the Strategic
National Stockpile.

[45 FR 37561, Jan. 18, 1980, as amended at 45
FR 58842, Sept. 5, 1980; 72 FR 73602, Dec. 28,
2007]
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